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DETAILED ACTION 

1. The previously indicated allowability of claims 20-21, 29-31, 38-49, 51-52 and 55 
is withdrawn for the reason set forth below. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 20-22, 29-31, 38-49 and 51-52, and 54-56 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The specification as filed, and the prior art as of the filing date of the instant 
specification describes the cspA, cspB, and the csdA genes. However, other than these 
genes the specification as filed does not provide a sufficient description of the full scope 
of nucleic acid sequence structures encoding cold-shock inducible genes such that the 
skilled artisan would be able to predict the structures of the claimed vectors that further 
comprise a second and/or third cold-shock inducible genes. It is noted that this issue 
was previously raised in the Office Action mailed 10-25-04, page 3: 
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Claims 16-57 require (he structure of a first cold shock inducible gene, or a first and 
second cold shock inducible gene, and/or a cold box, and/or a down stream box. Although 
certain structures corresponding to these functional elements are disclosed in the specification as 
tiled, Ute instant claims are not limited to those particular first and second cold shock inducible 
genes, and/or the cold box sequences, and/or the down stream box sequences described in the 
specification as filed. Absent evidence to the contrary, the instant claims encompass a genus of 
nucleic acid molecules that reads on all polymorphic and allelic variants of said first and/or 
second cold shock inducible genes, cold box sequences, and/or a down stream box sequences 
that are bevond the scooe of the instant disclosure. 

However, in the response filed 1-21-05, this issue was not adequately 
addressed, Applicants emphasized that the cold box and/or the down stream box have 
adequate description (see pages 21-23 of the response filed 1-21-05). However, there 
is no specific traversal in the reply filed 1-21-05 regarding the structure of the full scope 
of cold-shock inducible genes encompassed by the instant claims. As such the claims 
that read on a full-length sequence encoding a cold-shock inducible gene, other than 
cspA, cspB, and/or csdA, are included in the instant rejection, and remain rejected for 
the reasons of record. Although, these genes may comprise a substantial level of 
sequence similarity in the 5'UTR of these genes, as argued by Applicants on pages 12- 
15 of the response filed 8-06-04, this sequence similarity is not sufficient to establish 
possession of the full-length sequence of any and all cold-shock inducible genes, as 
suggested by the scope of the instant claimed. 

In regards to claims 38-40, the recited methods are directed to methods for 
overexpressing a gene, this method comprises transforming bacteria with a nucleic acid 
vector comprising "a protein coding region identical to a sequence found in a second 
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nucleic acid molecule, wherein said first nucleic acid fragment enhances translation of a 
transcript derived from said protein coding region." Claims 41-43, which depend from 
claims 38-40, recite "wherein said overexpression causes a reduction in the expression 
of at least one endogenous gene." The structure of the protein coding region recited in 
claims 38-40 is unclear, which therefore renders the scope and structure of the 
transcripts derived from these protein coding regions uncertain. Moreover, if the 
structures of the protein coding regions are not adequately described, the structures of 
the "at least one endogenous proteins" that are reduced as a result of the 
overexpression of the protein coding regions, are also unclear, and lends to the 
conclusion that the ordinary skilled artisan would have been able to predict the full 
scope of the structures of these molecules at the time of filing of the instant application. 
Moreover, this observation also supports the conclusion that further experimentation is 
required to elucidate the full scope of the nucleic acid molecules corresponding to the 
protein coding regions, the transcripts derived from these sequences, and the 
endogenous proteins that are reduced in expression as a result of the overexpression of 
these sequences. Therefore, Applicant was not in possession of the full scope of the 
instantly claimed invention as of the filing date of the instant application. 

As per, MPEP § 2163: "[A] biomolecule sequence described only by a functional 
characteristic, without any known or disclosed correlation between that function and the 
structure of the sequence, normally is not a sufficient identifying characteristic for written 
description purposes, even when accompanied by a method of obtaining the claimed 
sequence." 
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4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 20-21, 38-40, 44-46, and 55 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 20-21 recite: "the sequence coding for said transcript.." there is lack of 
antecedent basis for this limitation in these claims, since the nucleic acid vectors recited 
in claims 16 and 19 do not recite a sequence encoding said transcript. 

Claims 38-40 recite the phrase "a transcript derived from," the metes and bounds 
of the term "derived" as used in this context is vague and indefinite since the meaning of 
the term is not defined in either the specification as filed or in the claims. 

Claims 44-46, and 55 recite the phrase "a sufficiently low temperature.." The 
term "sufficiently" in claims 44-46 and 55 is a relative term, which renders the claims 
indefinite. The term "sufficiently" is not defined by the claim, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. 
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6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janet L. Epps-Ford whose telephone number is 571- 
272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave T. Nguyen can be reached on 571-272-0731. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




JLE 



